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Q_;, Hatch-Waxman Agreement

Grand bargain for Brand and Generic Industries

ABrand Industry Gains (section 505(j)(5)(F)):
A5-year New Chemical Entity (NCE) Exclusivity
A3-year New Clinical Studies Exclusivity

APatent Term Extension to account for time patented
product is under review by FDA

AGeneric Industry Gains:
AAbility to obtain approval throughANDAS

AAbility to challenge brand drug patents prior to
marketing in court

A180-day Generic Drug Exclusivity



Q) Key HW Concepts in FD&C Act

AListingof patents

ACertifyingto Patents
ANotification of PatentChallenge
A30-month Stayof Approval
A180-Day Exclusivity
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ANDA sponsor must identify in NDA those
patents reasonably related to drug product,
drug substance, or method of using drug for
which approval is sought.
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ASections 505(b1)(G); (c)(2); 21 CFR 314.53
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@; What generics mustd o: fic er

A Certify* with respect to each patent listed for that RLD in the OB
(Section 505())(2)(A)(viizl CFR 314.95) .

ApatentA Y F2NX I GA2Y Kl & y20 0SSy
certificationé¢ 0 EDA can approve ANDA when ready

AGKS LI GSyid KIF & SELIA NBEROFDFG LI
can approve ANDA when ready

AGKS RI'GS (KS LI GSyld o6Aftf é€8E
=FDA can approve ANDA when patent expires and ANDA is
ready

A the patent is invalid or not infringed by the drug product
LINE LI2ZASR AY UKS ! b5! & a2ZNIN&
=complex approval landscape
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ANDA sponsor must submit patents for listing
within 30 days of approval of NDA or supplement,
and patent issuance by PTO

Alf submitted after 3Gday period¢ pending ANDAS

do not have to certify to patent; patent will not
0f 201 !'b5! FLILINRPGIE T ¢

AResult: patents will block approval only of PIV
ANDAs submitted after latdisted patent



What follows from PI\certification:
Section 505())(2)(B)

After FDA notifies applicant that ANDA is
sufficiently complete to review, applicant
must notify NDA/patent holder of
Paragraph IV certification.



g_, Notice Requirements

Section 505())(2)(B)(iv)/21 CFR 314.95: Content

AStatement thatan application that contains data from
bioavailability or bioequivalence studies has been submitted
under this subsection for the drug with respect to which the
certification iIs made to obtain approval to engage in the
commercial manufacture, use, or sale of the drug before the
expiration of the patent referred to in the certificationand

ASatement of the factual and legal basis of the opinion of the
applicant that the patent is invalid or will not be infringed.
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QJ What Follows from Notice

A NDA sponsor can sue when it receives notic

A Infringement lawsuit can starprior to ANDA
approval and marketing = big gain for
generics.

A If NDA sponsor sues within 45 days of notice
ANDA approval istayedfor 30 months.

A No lawsuit within 45 days = FDA can approv
ANDA when ready
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<;, Notice (cont.)

A

Iming of Notice: within 20 days from ANDA

GNBOSALIIE | O1y2¢6f SR3AS

Aunless in an amendment poseceipt: then

must notify immediately

ASufficiency of notice: not policed by FDA

Alssues:

Apremature notice
Afailure to provide documentation of notice to

ANDA



“é, What follows from PIV certification

ANDA approval depends on patent litigation:
Section 505(j)(5)(B)

Litigation Status Regulatory Action

Lawsuitpending before 3émonth We canonly tentatively approve
stay expires ANDA

Lawsuitstill pending at 30 months We can apprové&NDA

Generic wins We can approve ANDA

Dismissal/Settlement We can usually approve ANDA o
agreed date

Brand wins We can onlytentativelyapprove
ANDAuNtil patent expires




@ . How Hatch-Waxman Works

ATentative Approval

AANDA reac

patent, exc

y for approval but blocked by
usivity, or stay = only eligible for

tentative approval (TA)

AFull approval not automatic after T4 must
show ANDA still meets requirements for
approval at time of full approval, e.qg.,
cGMPsstill good

At | @BNDAs must request full approval



@ 180-day Exclusivity

Section 505(})(5)(B)(v1):

ARewardfor ANDA applicants that challengeatents,
potentially hastening generic market entry

A18ORI &8 SEOf dzaA@Alé Aa 2yf
(FTF) ANDAs containing PIV certification

A Practical Effect: FTFs eligible for 180 days of market
before FDA can approve nelRTF PIV ANDAs

A Commonly there are multiplé&TFs = shared exclusivit:
for FTFcohort, e.g., NCE ANDAs



Gt‘ l. How Hatch-Waxman Works

AShared 180-day exclusivity
AFTF ANDAs may enter market at once if appreneddy

ANDA A, ANDA B, ANDAC

l
—180

Aor sequentially, depending on approvability ~— “*
ANDAA ANDABANDAC

h

0 52 60 180 days

Aor sequentially depending on intent to market
ANDAA ANDAB ANDAC

|l . _

0 180 days

AAIl exclusivity ends at first triggered 18@ay mark
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[ SOUAZ2Y pnpo20OGHULA! VO
a il 0SS ¥retseéeking approval of the use
covered by a us@atent or exclusivity

A Permissible so long as generic product safe an
effective for remaining conditions of use

A Effect: ANDA with labeling carved out can be
approved absent other PI¥ not blocked by FTF
ANDAS

A Legality of approving generic without carved
out label upheld by courts
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g_, New Drug Exclusivities

AFiveyear New Chemical Entity (NCE)
Exclusivity

AThree@ ST NJ & E¥DKE 9E
APediatric Exclusivity

AOrphan Drugexclusivity

AGAIN Exclusivity



